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§878.4400

subpart E of part 807 of this chapter,
subject to the limitations in §878.9.

[63 FR 23872, June 24, 1988, as amended at 59
FR 63010, Dec. 7, 1994; 66 FR 38802, July 25,
2001]

§878.4400 Electrosurgical cutting and
coagulation device and accessories.

(a) Identification. An electrosurgical
cutting and coagulation device and ac-
cessories is a device intended to re-
move tissue and control bleeding by
use of high-frequency electrical cur-
rent.

(b) Classification. Class II.

§878.4410 Low  energy
wound cleaner.

(a) Identification. A 1low energy
ultrasound wound cleaner is a device
that uses ultrasound energy to vapor-
ize a solution and generate a mist that
is used for the cleaning and mainte-
nance debridement of wounds. Low lev-
els of ultrasound energy may be carried
to the wound by the saline mist.

(b) Classification. Class II (special
controls). The special control is FDA’s
guidance document entitled ‘‘Class II
Special Controls Guidance Document:
Low Energy Ultrasound Wound Clean-
er.” See §878.1(e) for the availability of
this guidance document.

[70 FR 67355, Nov. 7, 2005]

ultrasound

§878.4440 Eye pad.

(a) Identification. An eye pad is a de-
vice that consists of a pad made of var-
ious materials, such as gauze and cot-
ton, intended for use as a bandage over
the eye for protection or absorption of
secretions.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter,
subject to the limitations in §878.9.

[63 FR 23872, June 24, 1988, as amended at 59
FR 63010, Dec. 7, 1994; 66 FR 38803, July 25,
2001]

§878.4450 Nonabsorbable gauze for in-
ternal use.

(a) Identification. Nonabsorbable
gauze for internal use is a device made
of an open mesh fabric intended to be
used inside the body or a surgical inci-
sion or applied to internal organs or
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structures, to control bleeding, absorb
fluid, or protect organs or structures
from abrasion, drying, or contamina-
tion. The device is woven from mate-
rial made of not less than 50 percent by
mass cotton, cellulose, or a simple
chemical derivative of cellulose, and
contains x-ray detectable elements.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter,
subject to the limitations in §878.9.

[63 FR 23872, June 24, 1988, as amended at 61
FR 1123, Jan. 16, 1996; 66 FR 38803, July 25,
2001]

§878.4460 Surgeon’s glove.

(a) Identification. A surgeon’s glove is
a device made of natural or synthetic
rubber intended to be worn by oper-
ating room personnel to protect a sur-
gical wound from contamination. The
lubricating or dusting powder used in
the glove is excluded.

(b) Classification. Class I (general con-
trols).

[63 FR 23872, June 24, 1988, as amended at 66
FR 46952, Sept. 10, 2001]

§878.4470 Surgeon’s gloving cream.

(a) Identification. Surgeon’s gloving
cream is an ointment intended to be
used to lubricate the user’s hand before
putting on a surgeon’s glove.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter,
subject to the limitations in §878.9.

[63 FR 23872, June 24, 1988, as amended at 59
FR 63010, Dec. 7, 1994; 66 FR 38803, July 25,
2001]

§878.4480 Absorbable powder for lu-
bricating a surgeon’s glove.

(a) Identification. Absorbable powder
for lubricating a surgeon’s glove is a
powder made from corn starch that
meets the specifications for absorbable
powder in the United States Pharma-
copeia (U.S.P.) and that is intended to
be used to lubricate the surgeon’s hand
before putting on a surgeon’s glove.
The device is absorbable through bio-
logical degradation.

(b) Classification. Class III.
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